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DETAILED ACTION 

Applicants Response to Restriction Requirement Acknowledged 

1 . Applicant's election, made with traverse, with the Group B invention along with 
5-methyloxaluric acid as the elected species is acknowledged. Claims 6-9 and 14-20 read 
on the elected invention. 

Applicants traverse the restriction requirement on the grounds that the technical 
feature is not taught or suggested by the cited references. This argument is not persuasive, 
as claimed invention would be distinctive, each from the other for the reason of the 
record. Furthermore, the search of the entire groups in the non-patent literature (a 
significant part of a thorough examination) would be burdensome. Therefore, the 
requirement is still deemed proper, and made Final. Claims 2-5, 10-13 and 21 are 
withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as being drawn 
to a non-elected claims. 

Claim rejections - 35 USC 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 6-9 and 14-20 are rejected under 35 USC 102(b) as being anticipated by 
Ienaga et al. (US 4708954). 
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The claims 6-9 and 14-16 read on a method for suppressing the progression of 
renal failure comprising administering to a patient in need of such suppression a 
compound represented by the formula (I), namely 5-methyloxaluric acid whereas the 
independent claims 17-20 read on a method for suppressing the level of creatinine in 
blood comprising administering a compound of the formula (I), namely 5-methyloxaluric 
acid. Further limitations include "acute renal failure" (claims 15 and 19), "chronic renal 
failure" (claims 16 and 20) and "the increase of the creatinine level in blood accompanied 
by the progression of renal failure is suppressed" (claim 18). 

The American Heritage Dictionary (Second College Edition, 1982) defines the 
term "suppress" as "to inhibit the growth or development of; "inhibit" as "restrain or 
hold back; prevent"; and "prevent" as "anticipate or counter in advance, to keep from 
happening". The interpretation of the instant claims 6-9 and 14-16 allows for the 
inclusion of method of preventing the development of renal failure by the administration 
of said compound(s) whereas claims 17-20 allow for the inclusion of method of 
preventing the increase of serum creatinine level , particularly patient(s) in risk of 
developing renal failure, by the administration of said compound(s). 

To the extent that the instant invention encompasses methods of preventing the 
renal failure by slowing down the progression of the disease, the analysis of claims 6-9 
and 14, 16-18 and 20 do not require of the absolute presence of renal failure. In other 
words, the intended treatment group of the instant invention is construed to encompass 
any patient population as long as they are at risk of developing renal failure, e.g., acute or 
chronic renal failure. 
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Ienaga teaches the claimed compound of the formula I including 5- 
methyloxaluric acid or its salt that is useful as the blood sugar lowering agent, wherein 
said compound is administered to the diabetic patient in various dosage forms including 
oral or parenteral (abstract; column 1, line 33 through column 2, line 38; column 8, lines 
45-54; column 9, lines 35-43; claims 9-11). 

Although Ienaga is silent about the activity of said compound in suppressing the 
progression of renal failure, the prior art directing to the administration of the same 
compound (i.e., 5-methyloxaluric acid ) inherently possessing therapeutic effect to the 
same patient population, e.g., diabetic patient(s) who is/are in risk for developing renal 
failure including acute or chronic renal failure (see for example "Preventing chronic renal 
failure in diabetes", Pamela W. Anderson, American Family physician, abstract, Nov. 1, 
1995; "Managing the Diabetic Patient with Renal Failure", Jones et al., US Pharmacist, 
Vol. 21:11, Nov. 1996; "Acute Renal Failure", Agraharkar et al, www.emedcine.com, 
2007), for the same ultimate purpose as disclosed by the applicant anticipates the claimed 
invention. 

With respect to the activity of the instant compound in "suppressing the level of 
creatinine in blood", such activity or mechanism of action deems to be inherent to the 
referenced method. As discussed in preceding comments, the prior art directing the 
administration of the same compound inherently possessing therapeutic effect to the same 
patient population, e.g., diabetic patient in risk for developing renal failure, for the same 
ultimate purpose as disclosed by the applicant anticipates the claimed invention even 
absent explicit recitation of underlying mechanism. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 
All F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

3. Claims 1-6 and 14-20 are rejected under the judicially created doctrine of double 
patenting over claims 9-1 1 of U. S. Patent No. 4708954. . 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other. As discussed in above 35 USC 102(b), because the prior art directing 
the administration of the same compound inherently possessing therapeutic effect to the 
same patient population, e.g., diabetic patient in risk for developing renal failure, for the 
same ultimate purpose as disclosed by the applicant anticipates the claimed invention, the 
claims 9-11 of US '954 make obvious the instantly claimed invention. 



Conclusion 

4. No Claim is allowed. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Kwon whose telephone number is (571) 272-0581. 
The examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached on (571) 272-0718. The fax number for this 
Group is (571)273-8300. 

Any inquiry of a general nature of relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is (571) 
272-1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications may be obtained from Private PAIR only. For 
more information about PAIR system, see h ti p :/'/p air-di reel . u spto . go v Should you have 
any questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll free). 



/Brian- Yong S Kwon/ 
Primary Examiner, Art Unit 1614 



